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Note to Reader
September 9, 1998

Background: As part of its effort to involve the public in the implementation of
the Food Quality Protection Act of 1996 (FQPA), which is designed to ensure
that the United States continues to have the safest and most abundant food
supply, EPA is undertaking an effort to open public dockets on the
organophosphate pesticides. These dockets will make available to all interested
parties documents that were developed as part of the U.S. Environmental
Protection Agency’s process for making reregistration eligibility decisions and
tolerance reassessments consistent with FQPA. The dockets include preliminary
health assessments and, where available, ecological risk assessments conducted
by EPA, rebuttals or corrections to the risk assessments submitted by chemical
registrants, and the Agency’s response to the registrants’ submissions.

The analyses contained in this docket are preliminary in nature and represent the
information available to EPA at the time they were prepared. Additional
information may have been submitted to EPA which has not yet been
incorporated into these analyses, and registrants or others may be developing
relevant information. It’s common and appropriate that new information and
analyses will be used to revise and refine the evaluations contained in these
dockets to make them more comprehensive and realistic. The Agency cautions
against premature conclusions based on these preliminary assessments and
against any use of information contained in these documents out of their full
context. Throughout this process, if unacceptable risks are identified, EPA will
act to reduce or eliminate the risks.

There is a 60 day comment period in which the public and all interested parties

are invited to submit comments on the information in this docket. Comments
should directly relate to this organophosphate and to the information and issues
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available in the information in this docket. Once the comment period closes,
EPA will review all comments and revise the risk assessments, as necessary.
These preliminary risk assessments represent an early stage in the process by
which EPA is evaluating the regulatory requirements applicable to existing
pesticides. Through this opportunity for notice and comment, the Agency hopes
to advance the openness and scientific soundness underpinning its decisions.
This process is designed to assure that America continues to enjoy the safest and
most abundant food supply. Through implementation of EPA’s tolerance
reassessment program under the Food Quality Protection Act, the food supply
will become even safer. Leading health experts recommend that all people eat a
wide variety of foods, including at least five servings of fruits and vegetables a
day.

Note: This sheet is provided to help the reader understand how refined and
developed the pesticide file is as of the date prepared, what if any changes have
occurred recently, and what new information, if any, is expected to be included
in the analysis before decisions are made. It is not meant to be a summary of
all current information regarding the chemical. Rather, the sheet provides
some context to better understand the substantive material in the docket ( RED
chapters, registrant rebuttals, Agency responses to rebuttals, etc.) for this
pesticide.

Further, in some cases, differences may be noted between the RED chapters and
the Agency’s comprehensive reports on the hazard identification information and
safety factors for all organophosphates. In these cases, information in the
comprehensive reports is the most current and will, barring the submission of
more data that the Agency finds useful, be used in the risk assessments.

ck Housenger, ActingDirector
Special Review and Reregistration
Division
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MEMORANDUM

SUBJECT: EVALUATION OF THE MITIGATION MEASURES PROPOSED BY MILES,INC. IN
SUPPORT OF FENAMIPHOS (NEMACUR) REREGISTRATION DATA REQUIREMENTS

TO: Barry O’Keefe, Chemical Manager
Special Review and Reregistration Division (7508W)

FROM: Laura E. Morris, Environmental Scientist‘péa/m é‘ WW

THRU: Larry C. Dorsey, Chii%w@/ﬁ
Occupational and Re ntial Exposure Branc

Health Effects Divisiort{7509C)

This memorandum addresses the mitigation techniques proposed by the registrant in an effort
to reduce potential worker exposure to fenamiphos. The proposed techniques were initiated by the
registrant based on the results of the worker exposure assessment presented in the Reregistration
Eligibility Decision document for Fenamiphos: Case #0333. SRRD has requested that OREB conduct
an exposure assessment for the major use sites and provide Margins of Exposure based on this
assessment.

Table 1. Summary Exposure Values Including the Proposed Mitigation Techniques presents
exposure scenarios presented by the registrant in the mitigation proposal. Each scenario was defined
by the types of potential mixing/loading and application equipment that could be employed based on
the major use sites. An assessment was conducted for those sites which were determined to be the
major use sites and representative of the use patterns.

Explanation of Some Table Descriptions:

"Proposed Application Rates"” - Proposed application rates were provided by BEAD. According to the
information presented these are the maximum application rates proposed by the registrant. It should
be noted that these rates are not refiected on the current labels.

"Daily Maximum Acres Treated"” - The estimated acres treated per day were based on the table provided
from the registrant and the information on farm size provided by BEAD, with the exception of acres/day
for chemigation which was estimated based on OREB’s use information in conjunction with the
registrant’s information. [According to BEAD (conversation with R. Michell, 7/14/95), the figures
presented by the registrant and the farm size information prepared by E. Mauer/BEAD (4/7/95) should
be used to assess worker exposure. OREB recommends that BEAD verifies the use informatiori used
to conduct this exposure assessment to confirm that it is in accordance with usage and rate
modifications.]
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*Unit Dermal Exposure” and "Unit Inhalation Exposure” based on surrogate exposure data from PHED
Version 1.1. There was high confidence in the data for all exposure scenarios except groundboom
application for enclosed cabs for which there is medium confidence in the data.

[ Note: It was discussed at the Fenamiphos Team meeting, that ornamentals were not a
primary site of concern based on percent crop treated usage information, and that the decision to
conduct an assessment on ornamentals would be based on poisoning incident data. According to
discussion with J. Blondell/OREB {5/1/95) {[summary of incidents forwarded electronically 5/1/95 to B.
O’Keefe/SRRD and J. Smith/HED], from 1985 - 1991 there were a total of 7 cases reported from
California: in 1990, 29 of the 2,396 fenamiphos applications were on ornamentals, and the number of
reported incidents were low. In addition, from the 19 incidents reported from the poisoning center, it
could not be determined if any of the incidents were based on ornamental use. Based on this
information, an assessment was not conducted on ornamentals.] '

Table 2. Summary of Exposure Values and Risk Calculations presents the daily dermal and
inhalation exposure calculations. In addition, the margins of exposure are indicated based on both the
estimated combined dermal and inhalation exposure and the NOEL of 0.5 mg/kg/day from Tox Il/HED.
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Footnotes for Table 2. Summary of Exposure Values and Risk Calculations

3 Daily dermal expsosure values based on workers wearing coveralls over long sleeved shirts and long
pants, and chemical resistant gloves.

* Daily dermal exposure values based on workers wearing long sleeved shirts, long pants, and chemical
resistant gloves.

% Daily dermal exposure values based on workers wearing long sleeved shirts, fong pants and no gloves.

Daily ekposure {mg/kg/day) = [(Exposure (mg/lb ail * Max. Application Rate (Ib ai/acre} * Max.
Treated)/60 kg (body weight)]

MOE = NOEL/Exposure, NOEL = 0.50 mg/kg/day based on 21 day maternal toxicity study on rabbits.

CONCLUSIONS/RECOMMENDATIONS

Margins of Exposure were less than 100 for all exposure scenarios which the exception of
closed mixing/loading for granular formulations. The registrant has reduced the application rates, the
number of acres treated per day, and in some cases cancelled the use of the granular formulation on
some crops. Therefore, it is not probable that additional mitigation techniques would result in
acceptable MOEs. The registrant may want to consider providing dermal absorption data if the data
would demonstrate that absorption was significantly less than 100%.

Attachments (4)

cc: Laura Morris/OREB (w/Attachments)
Paula Deschamp/HED/7509C
Jane Smith/HED/7509C
Rich Michell/BEAD/7503W (w/Attachments)
. Chemical File
Correspondence File
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Attachment 2

(R. Michell 4/18/95)
SUMMARY OF PROPOSED USE-RELATED RISK MITIGATION LABELING CHANGES
FOR FENAMIPHOS (10/20/94 LABELING DRAFTS & 1/6/95 Letter)

ALL CROPS (Excluding Turf & Ornamentais) -

EC & 10G Formulations:

e imposed the restriction "When used on erodible_soils,
best management practices for minimizing runoff should
be employed. Consult your local Soil Conservation
Service for recommendations in your use area.";

e imposed the restriction "Do not apply within 100 feet
of the following agquatic areas: lakes, resevoirs,

rivers, permanent streams, marshes, natural ponds and
estuaries.";

e imposed the restriction "Do not cultivate within 10

feet of an aquatic area to allow growth of a vegetative
filter strip."

CITRUS - . .

EC Formulation:

band treatment
e lowered maximum application rate, in states other
than FL, from 10 to 7.5 lbs ai/A;
¢ lowered the dosage range in FL from 5 to 10 to 2.5 to
5 1lbs ai/A .
¢ lowered maximum seasonal rate, in states other than
FL, from 10 to 7.5 lbs ai/A/season;
e imposed a restriction in FL prohibiting applications
within 300 to 1,000 ft of a drinking water well (see
label for precise language};
¢ lowered the maximum seasonal rate, in FL, from 10 to
5 lbs ai/A/season.

chemigation
e lowered the maximum appllcatlon rate, in all states,
from 4.5 to 3 lbs ai/A; ‘
e lowered the maximum number of applications, in all
states, from 6 to 4 per season;
® increased the repeat application interval, in all
states, from 14 to 30 days;
e lowered the seasonal dosage range, in states other
than FL, from 4.5 to 9 to 3 to 6 1lbs ai/A/season;
e lowered the seasonal dosage range, in FL, from 4.5 to
10 to 3 to 4.5 1lbs ai/A/season;
e imposed a restriction in FL prohibiting applications
within 300 to 1,000 ft of a drinking water well (see
label for precise language),
e imposed a limitation in FL that applications must be

made between October 15 and April 30.

15G Formulation:



e

e etk an

e proposed to cancel (band treatment).

COTTON -
EC Formulation:
e no changes proposed (in-furrowv, covered or

incorporated band, and soil injection [band]
treatments).

15G Formulation:
e no changes proposed (in-furrowvw treatment).

TOBACCO (excluding shade tobacco) -

EC Formulation: ’
e no changes proposed (preplant broadcast treatment).

Granular Formulations:
e not registered.

PEACHES -
EC Formulation:

band treatment -

° changed'dosage range from 5 to. 10 to 5 to 7.51bs
ai/A;

e reduced maximum amount applied/year from 10 to 7.5
lbs ai/A/year;

chemigation treatment -

e changed dosage range from 1.5 to 4.5 to 1.5 to 3 1bs
ai/a;

reduced the maximum no. of applications per season from
6 to 4;

e increased the repeat application interval from 14 to
30 days;

e lowered the minimum and maximum amounts applied per
season from 4.5 to 9 to 3 to 6 lbs ai/A/season.

" Granular Formulations
e not registered.

GRAPES -
EC Formulation:

band treatment -

A e s



e lowered the dosage rate from 3 gal/A to 1 to 2 gal/A;
e lowered the maximum amount/season from 3 to 2 gal/A.

chemigation treatment -

¢ changed the dosage range from 1 gt to 1 gal to 2 gt
to 1 gal/A;

¢ changed the total no. applications from one or more
to 1 to 4 appllcatlons,

e added a 30 day minimum interval between repeat
applications.

Granular Formulations
e not registered.

TURF -
EC & 10G Formulations:
broadcast treatment -

¢ imposed a 10 acre maximum treatment area on any golf
course with a 3-day minimum interval before an
additional 10 acres (or less) can be treated;

e imposed a prohibition against applications within 10
ft. of any surface body of water or fairway surface
drain; 4
e imposed a prohibition against applications being made
between noon and sunset during the heavy thunderstorm
season (June thru September);

e delete claim for control of mole crickets.**

** Note: stated in their letter, but not reflected on labeling.



‘ Attachment 3

’

The following list reflects the average farm size by state and
site. The numbers in parentheses are estimates of the relative

percentage of total US fenamiphos usage for each site.

.Maurer 4/7/95)

35 acres (27)
‘108 acres (73)

acres
acres

acres -

acres

(1)

28 acres (34)
9 acres (33)
7 acres (33)

acres (1)
acres (19)
acres (58)
acres (19)
7 acres (3)

acres
acres
acres
‘acres

CITRUS:
CA -
FL -
. COTTON:
CA - 453
NC - 176
sc - 223
TX - 322
GRAPEVINES: .
CA - 73 (99)
MI - 15
PEACHES:
e -
MI -
'NC -
TOBACCO: .
FL - 30
GA - 24
NC - 16
sc - 26
VA -
GOLF COURSES:
CA - 125
. FL - 128"
MI --134
NY - 138
OH - 136

acres

(E.
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